IRB REPORTING SUBMISSION FORM 

Syracuse VAMC Institutional Review Board

(Syracuse, Canandaigua & Bath VAMC)
(Report within 5 business days of awareness)
	DATE:      

	Title of Project
	     

	VA IRB Project # 
	     

	Principal Investigator (PI)


	Name:                                             

	1. 
	Phone:       
	E-mail:                                     

	Project Coordinator 


	Name:                                             

	2. 
	Phone:       
	E-mail:                                     


	 REPORT CATEGORIES:

1. All serious adverse events (SAEs) occurring in research subjects or personnel involved in IRB-approved human research. (anticipated or unanticipated*)
*Unanticipated means an event that is new or greater than previously known in terms of nature, severity, or frequency, given the procedures described in protocol-related documents and the characteristics of the study population.
2. All unanticipated* problems involving risk (UPRs) – physical, psychological, social, or economic – to subjects or others, including device or drug effects, and anything reportable to the FDA. (These may include outside reports from, for example, a data safety monitoring board, data monitoring committee, the sponsor or the FDA. Note: Sponsor “AE Reports” lacking meaningful analysis are not considered problems and therefore do not require reporting on this form; such events should be tracked on the subject tracking form, as they must be submitted at continuing review). 
3. All apparent serious or continuing non-compliance.

4. All significant protocol deviations. 
Significant Deviations: Any departure from the procedures stated in the approved research protocol or informed consent that increases the risk to participants and is required to be reported to the IRB within 5 days of the incident. Examples include but are not limited to the following: 

· Infractions involving dosing/distribution of study medications causing risk to the participant 

• Infractions in following the guidelines for proper informed consent execution (e.g. using an expired informed consent) 

• Infractions in which the sponsor (if applicable) requests notification to the IRB 

• Infractions in which procedures were performed outside the approved research protocol  

· Deviations from the protocol that may alter the scientific validity of the data.

Non-Significant Deviations: Any departure from the procedures stated in the approved research protocol or informed consent that poses no increased risk to the participants and do not require reporting to the IRB.  Please add non-significant deviations to the subject tracking log and a note to file in the PI files. Examples include but are not limited to the following: 

• Infractions involving expected concomitant medication deviations 

• Infractions involving missed/late visits that pose no increased risk to the participant 

• Infractions involving unintentional clerical errors on the informed consent (i.e. participant identifiers are not on all pages)

A FULL LIST OF DEFINITIONS CAN BE FOUND: R&D SOP 151-01 Appendix B


	EVENT OR SAE # 
(if applicable):      
	VA/On-Site 
	Sponsor/Off-Site  
	 Initial Report
	 Follow-up Report

	EVENT DATE: 
	DATE RESEARCH STAFF BECAME AWARE: 
	EVENT Indicate all applicable category #(s) (1-4) of those listed above. 
	Based on the approved ICF and research protocol, is the event related to the study and/or anticipated? 

	
	
	
	Definitely Related


	Probably Related


	Possibly Related
	Probably Not Related
	Not Related
	Not Assessable

	     
	     
	     
	ANTICIPATED:  (select Yes or No) YES       NO    

	BRIEF DESCRIPTION:  Description of Event and Related Information, as applicable 
(attach separate pages for detailed descriptions, if needed):

1. Describe the event that prompted the report.

2. Explain how the event has been and/or will be addressed/resolved and how such occurrences will be avoided in the future.

3. If the event is related to the study and anticipated, explain.

4. If it is a local, unanticipated SAE:
· Indicate the related participant #;

· If it is a follow-up for the same participant in a previously reported event, note that event #(s); and

· Note the event #s of similar events that have occurred previously with other participants.
If it is an outside report of an offsite AE, with meaningful analysis, note the related participant # and submit documentation received from the sponsor, etc. (include the corresponding event # from this form on such documentation).

	     


	Does the event prompt any modification to protocol and/or study documents? 

(Yes or No) (If Yes, submit amendment and revised documents.)
	YES  FORMCHECKBOX 


	
	NO  FORMCHECKBOX 


	If YES, are there subjects currently enrolled? 
	YES  FORMCHECKBOX 
  How many?       
	NO  FORMCHECKBOX 
 (skip next question and complete PI signature)

	Do you feel previously enrolled subjects must be notified of the modification? 
	YES  FORMCHECKBOX 

	NO  FORMCHECKBOX 

	IF YES: provide detailed plan for notification AND how such notification will be documented
     


	The Principal Investigator must sign and date the form.

	________________________________________          
                    __________________________

Principal Investigator Signature                    
                                       Date


RESEARCHERS STOP HERE.

This section is for VA IRB use only.
	IRB REVIEW (Select all that apply)
NOTE: If event is determined to be serious, unanticipated and related, the convened IRB must determine and document whether or not a protocol or informed consent modification is warranted. If it is warranted, must also determine and document whether or not previously enrolled subjects must be notified of the modification and, if so, when such notification must take place and how such notification must be documented

	 FORMCHECKBOX 

	Event is found to be a result of Serious or Continuing Non-Compliance 

	 FORMCHECKBOX 

	Event was unanticipated

	 FORMCHECKBOX 

	Event was related to study activities

	If none of the three above are selected, are any additional actions required? 

If YES, explain in comments below
	YES  FORMCHECKBOX 

	NO  FORMCHECKBOX 


	COMMENTS:      

	________________________________________          
                    __________________________

IRB Reviewer Signature                    
                                       
Date


Syracuse VAMC R&D Event Reporting Form 
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